TUESDAY, DECEMBER 5, 1978 
PART Il 





ENVIRONMENTAL 
PROTECTION 
AGENCY 


DEPARTMENT OF 
HEALTH, 
EDUCATION, AND 
WELFARE 


Food and Drug 
Administration 


RH i 


tl 
| 


| 


GLYPHOSATE 


Establishment of Tolerances for 
Residues and Proposed Tolerances 





57000 


[6560-01-M] 
Title 40—Protection of Environment 


CHAPTER I—ENVIRONMENTAL 
PROTECTION AGENCY 


[FRL1019-3; PP 5F1560, 6F 1733, 6F'1798, 
6F 1861, 7F 1892, 7F 1904, 7F1971, 7F2016, 
8F2021/R187] 


SUBCHAPTER E—PESTICIDE PROGRAMS 


PART 180—TOLERANCES AND EX- 
EMPTIONS FROM TOLERANCES 
FOR PESTICIDE CHEMICALS IN OR 
ON RAW AGRICULTURAL COM- 
MODITIES 


Glyphosate 


AGENCY: Office of Pesticide Pro- 
Protection 


grams, Environmental 
Agency (EPA). 


ACTION: Final rule. 


SUMMARY: This rule establishes to- 
lerances for residues of the herbicide 
glyphosate on a variety of raw agricul- 
tural commodities. The regulation was 
requested by Monsanto Co. This rule 
establishes maximum permissible 
levels for residues of glyphosate on a 
variety of raw agricultural commod- 
ities. 

EFFECTIVE DATE: Effective on De- 
cember 5, 1978. 


FOR FURTHER 
CONTACT: 


Mr. Robert Taylor, Product Man- 
ager (PM) 25, Registration Division 
(TS-767), Office of Pesticide Pro- 
grams, EPA, 401 M Street, SW., 
Washington, D.C. 20460 (202-755- 
7013). 


SUPPLEMENTARY INFORMATION: 
Notices were given that Monsanto Ag- 
ricultural Products Co., 800 N. Lind- 
bergh Blvd., St. Louis, Mo. 63166, had 
filed the following pesticide petitions 
with the EPA proposing the establish- 
ment of tolerances for combined resi- 
dues of the herbicide glyphosate (N- 
phosphonomethyl)glycine and its me- 
tabolite aminomethylphosphonic acid 
in or on raw agricultural commodities: 

Subsequently, the petitioner amend- 
ed Pesticide Petitions (PP) 6F1798 and 
7F2016 by withdrawing the proposed 
tolerances on cotton forage, hay, and 
trash (PP 6F1798) and by expanding 
the proposed tolerance on seed and 
pod vegetables to include seed and pod 
vegetable forage and hay (PP 7F2016). 
It has also been determined that 
“almond husks” should be changed to 
“almond hulls” and that dry alfalfa be 
called alfalfa hay. (A related docu- 
ment establishing food additive toler- 
ances for residues of glyphosate on 
various processed byproducts appears 
elsewhere in today’s FEDERAL REGIS- 
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TER.) No comments were received in re- 
sponse to these notices of filing. 

The data submitted in the petitions 
and other relevant material have been 
evaluated. The toxicological data con- 
sidered in support of the proposed to- 
lerances included a rabbit acute oral 
toxicity study with a lethal dose (LD;.) 
of 3.8 grams (g)/kilogram (kg) of body 
weight (bw), a 90-day rat feeding study 
with a no-observable-effect level 
(NOEL) of 2,000 ppm, a 90-day dog 
feeding study with an NOEL of 2,000 
ppm, two rabbit teratology studies 
with an NOEL of 30 milligrams (mg)/ 
kg bw/day, a two-year dog feeding 
study with an NOEL of 300 ppm, a 
three-generation rat reproduction 
study with an NOEL of 300 ppm, an 
18-month mouse feeding study with no 
carcinogenic potential at 300 ppm 
(highest level fed) a two-year rat feed- 
ing study with an NOEL of 100 ppm, a 
hen neurotoxicity study (negative at 
7.5 g/kg bw), a mouse dominant lethal 
study (negative at 10 mg/kg bw), a 
host-mediated mutagenicity assay 
(negative), an Ames test (negative), 
and a Rec-assay mutagenicity test 
(negative). 

Desirable studies that are lacking or 
to be repeated are teratology studies, 
an 18-month mouse _ oncogenicity 
study, an oncogenicity study in a 
second species, the dominant lethal 
mouse study, the Ames test, and the 
Rec-assay mutagenicity test. The tera- 
tology studies on hand together with 
the reproduction study showed gly- 
phosate has a low potential for show- 
ing adverse effects on reproduction. 
The lifetime rat and mouse studies 
provide adequate assurance that gly- 
phosate has a relatively low oncogenic 
potential. In a letter of August 29, 
1978, the petitioner agreed to perform 
the above studies and to remove the 
proposed uses from the label should 
the results of the above studies exceed 
the risk criteria for chronic toxicity as 
stated in 40 CFR 162.11. 

Tolerances have previously been es- 
tablished for residues of glyphosate on 
grain crops at 0.1 ppm and soybeans at 
0.2 ppm for a theoretical maximal resi- 
due contribution (TMRC) of 0.0234 
mg/day in a 1.5-kg diet compared with 


a maximal permissible intake (MPI) of 
3 mg/day for a 60-kg man, or 0.78 per- 
cent of the MPI, which is based on an 
acceptable daily intake (ADI) of 0.05 
mg/kg bw/day. The establishment of 
the proposed tolerances will add about 
0.17 mg/day to the average diet for a 
total of 7 percent of the MPI, figuring 
in those glyphosate tolerances cur- 
rently pending but not yet established. 
Tolerances have also been established 
on forage grasses and soybeans at 0.2 
ppm (N) and soybean forage and hay 
at 0.4 ppm. Food additive tolerances 
(21 CFR 193.235) in connection with 
experimental programs have been pre- 
viously established for residues of gly- 
phosate in potable water and sugar- 
cane molasses at 0.1 ppm. A feed addi- 
tive regulation (21 CFR 561.253) has 
also been previously established for 
residues of glyphosate in sugarcane - 
molasses at 2 ppm in connection with 
an experimental program. 


A regulatory action was pending 
against glyphosate based on its con- 
tamination with N-nitrosoglyphosate, 
but this was resolved because no resi- 
dues of the contaminant at detectable 
levels are present in raw agricultural 
commodities, nor does it pose a hazard 
to the applicator. The metabolism of 
glyphosate is adequately understood, 
an adequate analytical method (gas 
chromatography using a phosphorus- 
specific flame photometric detector) is 
available for enforcement purposes, 
and no other considerations are in- 
volved in establishing the proposed to- 
lerances. 


The tolerances’ established by 
amending 40 CFR 180.364 will be ade- 
quate to cover residues that would 
result in the liver and kidney of cattle, 
goats, hogs, horses, poultry, and sheep 
from the proposed uses as delineated 
in § 180.6(a)(2), and there is no reason- 
able expectation of finite residues re- 
sulting in other meat products, eggs, 
or milk from the uses as delineated in 
§ 180.6(a)(3). The pesticide is consid- 
ered useful for the purpose for which 
tolerances are sought, and it is con- 
cluded that the tolerances established 
by amending 40 CFR 180.364 will pro- 
tect the public health. It is concluded, 
therefore, that the tolerances be es- 
tablished as set forth below. 





Pesticide petitions 


Raw agricultural commodities 


Tolerancesin Publication dates 
parts per million 





5F1560 Grapes 


0.1 Nov. 27, 1974 





6F 1733 Citrus fruits 


(39 FR 41402) 





6F1798 Cottonseed 


Mar. 12, 1976 
(41 FR 10709 
July 6, 1976 





Cotton forage, hay, and trash 


6F 1861 Pome fruits 


(41 FR 27776) 
Oct. 19, 1976 





TF 1892 Nuts 


(41 FR 46020) 
Feb. 11, 1977 





Pistachio nuts 


(42 FR 8692) 





Almond husks 





Liver and kidney of cattle, goats, hogs, 
horses, poultry, and sheep. 
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Pesticide petitions 


Raw agricultural commodities 


Tolerancesin Publication dates 
parts per million 





Alfalfa, fresh and dry 


0.2 Feb. 11, 1977 





Liver and kidney of cattle, 


(42 FR 8691) 
0.1 


horses, poultry, and sheep. 


Cottonseed 





Soybeans 


6 Aug. 23, 1977 
(42 FR 42373) 





Soybean hay and forage 


15 





Liver and kidney of cattle, 


0.1 


horses, poultry, and sheep. 


Leafy vegetables 


80.2 Dec. 6, 1977 





Root crop vegetables... 


(42 FR 61626) 





Seed and pod vegetables 


§0.2 
80.2 





Liver and kidney of cattle, 
horses, poultry, and sheep. 


8F2021 Avocados 


0.1 


0.2 





Jan. 12, 1978 
(43 FR 1835) 





‘ Negligible residues. 


Any person adversely affected by 
this regulation may, on or before Jan- 
uary 4, 1979, file written objections 
with the Hearing Clerk, Environmen- 
tal Protection Agency, Rm. M-3708, 
401 M St. SW., Washington 20460. 
Such objections should be submitted 
in quintuplicate and specify the provi- 
sions of the regulation deemed to be 
objectionable and the grounds for the 
objections. If a hearing is requested, 
the objections must state the issues 
for the hearing. A hearing will be 
granted if the objections are support- 
ed by grounds legally sufficient to jus- 
tify the relief sought. 

Effective on December 5, 1978, Part 
180 is amended as set forth below. 


‘Dated: Nov. 28, 1978. 


(Sec. 408(d)(2), Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 346a(d)(2)).) 


EDWIN L. JOHNSON, 
Deputy Assistant Administrator 
Sor Pesticide Programs. 


Part 180, Subpart C, § 180.364 is 
amended by alphabetically inserting 
new items in the table and by revising 
the table to read as follows: 


§ 180.364 Glyphosate; tolerances for resi- 


2 * * 


Commodity: 
Alfalfa, fresh and hay 
Almonds, hulls .... 
Avocados 
Cattle, kidney 
Cattle, liver 
Citrus fruits 
Cottonseed 
Goats, kidney 
Goats, liver 
Grain crops 
Grapes 
Grasses, forage 
Hogs, kidney 
Hogs, liver 
Horses, kidney 
Horses, liver 
Leafy vegetables 
Nuts 
Pistachio nuts 
Pome fruits 
Poultry, kidney 


Parts per million 











ure to 
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DD DDO Be ee 





Commodity: 


Poultry, liver 
Root crop vegetables 

Seed and pod vegetables. 

Seed and pod vegetables, forag: 
Seed and pod vegetables, hay 
Sheep, kidney 
Sheep, liver 
Soybeans 
Soybeans, forage 
Soybeans, hay 


{FR Doc. 78-33817 Filed 12-4-78; 8:45 am] 


Parts per million 


0.1 

0.2 (N) 
0.2 (N) 
0.2 (N) 























[6560-01-M] 
Title 21—Food and Drugs 


CHAPTER I—FOOD AND DRUG AD- 
MINISTRATION, DEPARTMENT OF 
HEALTH, EDUCATION, AND WEL- 
FARE 


[FRL 1019-2; FAP 6H5115, 6H5144, 7H5168/ 
R44] 


SUBCHAPTER B—FOOD AND FOOD PRODUCTS 


PART 193—TOLERANCES FOR PESTI- 
CIDES IN FOOD ADMINISTERED BY 
THE ENVIRONMENAL PROTECTION 
AGENCY 


SUBCHAPTER E—-ANIMAL FEEDS, DRUGS, AND 
RELATED PRODUCTS 


PART 561—TOLERANCES FOR PESTI- 
CIDES IN ANIMAL FEEDS ADMINIS- 
TERED BY THE ENVIRONMENTAL 
PROTECTION AGENCY 


Glyphosate 


AGENCY: Office of Pesticide Pro- 
grams, Environmental Protection 
Agency (EPA). 


ACTION: Final rule. 


SUMMARY: This rule amends 21 CFR 
193.235 and 561.253 by establishing 
food and feed additive tolerances for 
residues of the herbicide glyphosate in 
dried citrus pulp, soybean hulls, and 
palm oil. The regulations were re- 
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quested by Monsanto Co. This rule es- 
tablishes a maximum permissible level 
for residues of glyphosate in dried 
citrus pulp, soybean hulls, and palm 
oil. 


EFFECTIVE DATE: Effective on De- 
cember 5, 1978. 


FOR FURTHER 
CONTACT: 


Mr. Robert Taylor, Product Man- 
ager (PM) 25, Registration Division 
(TS-767), Office of Pesticide Pro- 
grams, EPA, 401 M Street SW., 
Washington, D.C. 20460 (202/755- 
7013). . 


SUPPLEMENTARY INFORMATION: 
On March 12, 1976 (41 FR 10709), Sep- 
tember 16, 1976 (41 FR 39831), and 
August 23, 1977 (42 FR 42373) notices 
were given that Monsanto Agricultural 
Products Co., 800 N. Lindbergh Blvd., 
St. Louis, MO 63166, had filed peti- 
tions (FAP 6H5115, 6H5144, and 
7H5168) with the EPA. These peti- 
tions proposed that 21 CFR 193.235 
and 561.253 be amended by establish- 
ing regulations permitting combined 
residues of the herbicide glyphosate 
(N-(phosphonomethylglycine) and its 
metabolite aminomethylphosphonic 
acid in dried citrus pulp (FAP 
6H5115), palm oil (FAP 6H5144), and 
soybean hulls (FAP 7H5168) resulting 
from application of glyphosate to 
growing citrus fruits, palm trees, and 
soybeans with tolerance limitations of 
0.4 part per million (ppm) in the dried 
citrus pulp, 0.1 ppm in the palm oil, 
and 20 ppm in or on the soybean hulls. 
No comments were received by the 
Agency in response to these notices. 

The data submitted in the petitions 
and other relevant material have been 
evaluated. The toxicological data con- 
sidered in support of the proposed to- 
lerances included a rabbit acute oral 
toxicity study with a lethal dose (LD,,) 
of 3.8 grams (g)/kilogram (kg) of body 
weight (bw), a 90-day rat feeding study 
with a no-observable-effect level 
(NOEL) of 2,000 ppm, a 90-day dog 
feeding study with an NOEL of 2,000 
ppm, two rabbit teratology studies 
with an NOEL of 30 milligrams (mg)/ 
kg bw/day, a 2-year dog feeding study 
with an NOEL of 300 ppm, a three- 
generation rat reproduction study 
with an NOEL of 300 ppm, an 18- 
month mouse feeding study with no 
carcinogenic potential at 300 ppm 
(highest level fed), a 2-year rat feeding 
study with an NOEL of 100 ppm, a 
hen neurotoxicity study (negative at 
7.5 g/kg bw), a mouse dominant lethal 
study (negative at 10 mg/kg bw), a 
host-mediated mutagenicity assay 
(negative), an Ames test (negative), 
and a Rec-assay mutagenicity test 
(negative). 

Desirable studies that are lacking or 
to be repeated are teratology studies, 
an 18-month mouse _ oncogenicity 
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study, an oncogenicity study in a 
second species, the dominant iethal 
mouse study, the Ames test, and the 
Rec-assay mutagenicity test. The tera- 
tology studies on hand together with 
the reproduction study showed gly- 
phosate has a low potential for show- 
ing adverse effects on reproduction. 
The lifetime rat and mouse studies 
provide adequate assurance that gly- 
phosate has a relatively low oncogenic 
potential. In a letter of August 29, 
1978, the petitioner agreed to perform 
the above studies and to remove the 
proposed uses from the label should 
the results of the above studies exceed 
the risk criteria for chronic toxicity as 
stated in 40 CFR 162.11. 

Tolerances have previously been es- 
tablished for residues of glyphosate on 
grain crops at 0.1 ppm and soybeans at 
0.2 ppm for a theoretical maximal resi- 
due contribution (TMRC) of 0.0234 
mg/day in a 1.5-kg diet compared with 
a maximal permissible intake (MPI) of 
3 mg/day for a 60-kg man, or 0.78 per- 
cent of the MPI, which is based on an 
acceptable daily intake (ADI) of 0.05 
mg/kg/bw/day. The proposed toler- 
ance in palm oil contributes less than 
an additional 0.001 mg/day/1.5-kg 
diet, or about 0.002 percent of the 
MPI, which does not significantly in- 
crease the 0.78 percent of the MPI. 
Should all the tolerances for glyphos- 
ate currently pending be established, 
the TMRC will only be 7.02 percent of 
the MPI. The establishment of the 
proposed tolerances will add about 
0.17 mg/day to the average diet for a 
total of 7 percent of the MPI. 

Tolerances have also been estab- 
lished on forage grasses and soybeans 
at 0.2 ppm (negligible residues) and 
soybean forage and hay at 0.4 ppm. 
Food additive tolerances (21 CFR 
193.235) in connection with experi- 
mental programs have been previously 
established for residues of glyphosate 
in potable water and sugarcane molas- 
ses at 0.1 ppm. A feed additive toler- 
ance (21 CFR 561.253) has also been 
previously established for residues of 
glyphosate in sugarcane molasses at 2 
ppm in connection with an experimen- 
tal program. 

A regulatory action was pending 
against glyphosate based on its con- 
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tamination with N-nitrosoglyphosate, 
but this was resolved because no resi- 
dues of the contaminant at detectable 
levels are present in raw agricultural 
commoditites, not does it pose a 
hazard to the applicator. 

The matabolism of glyphosate is 
adequately understood, and adequate 
analytical method (gas chromato- 
graphy using a phosphorus specific 
flame photometric detector) is availa- 
ble for enforcement purposes, and no 
other considerations are involved in 
establishing the proposed tolerances. 
(A related document establishing to- 
lerances for residues of glyphosate in 
or on a variety of raw agricultural 
commodities, including the kidney and 
liver of cattlé, goats, hogs, horses, 
poultry, and sheep at 0.1 ppm, appears 
elsewhere in today’s FEDERAL REGIS- 
TER. The tolerances in the kidney and 
liver of cattle, goats, hogs, horses, 
poultry, and sheep at 0.1 ppm are ade- 
quate to cover residues in these tissues 
resulting from the proposed food and 
feed additive uses as delineated in 40 
CFR 180.6(a)(2). There is no reason- 
able expectation of finite residues re- 
sulting in other meat products, milk, 
or eggs from the proposed food and 
feed additive uses as delineated in 40 
CFR 180.6(a)(3)). 

Thus, it concluded that the pesticide 
may be safely used in the prescribed 
manner when such use is in accord- 
ance with the label and labeling regis- 
tered pursuant to the Federal Insecti- 
cide, Fungicide, and Rodenticide Act 
(FIFRA), as amended in 1972, 1975, 
and 1978 (92 Stat. 819; 7 U.S.C. 136). 

The pesticide is considered useful 
for the purpose for which tolerances 
are sought. Therefore the regulations 
establishing tolerances of 0.4 ppm in 
or on citrus pulp, 0.1 ppm in palm oil, 
and .20 ppm in or on soybean hulls by 
amending 21 CFR 193.235 and 561.253 
are being promulgated as proposed. 
Accordingly food and feed additive 
regulations are established as set forth 
below. 

Any person adversely affected by 
this regulation may, on or before Jan- 
uary 4, 1979, file written objections 
with the Hearing Clerk, Environmen- 
tal Protection Agency, Rm. M-3708, 


401 M St., SW, Washington 20460. 
Such objections should be submitted 
in quintuplicate and specify the provi- | 
sions of the regulation deemed to be 
objectionable and the grounds for the 
objections. If a hearing is requested, 
the objections must state the issues 
for the hearing. A hearing will be 
granted if the objections are support- 
ed by grounds legally sufficient to jus- 
tify the relief sought. 

Effective on December 5, 1978, 21 
CFR Parts 193 and 561 are amended as 
set forth below. 

Dated: November 28, 1978. 


EDWIN L. JOHNSON, 
Deputy Assistant Administrator 
for Pesticide Programs. 
(Sec. 409(c)(1), Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 348(c)(1))) 

1. Part 193, Subpart A, § 193.235 is 
amended by adding the new para- 
graph (e) at the end of the naan to 
read as follows: 


§ 193.235 Glyphosate. 


* * * & * 


(e) A tolerance is established for 
combined residues of the -herbicide 
glyphosate (N-(phosphonomethy]l)- 
glycine) and its metabolite 
aminomethylphosphonic acid in or on 
the following processed food when 
present therein as a result of the ap- 
plication of the herbicide in palm tree 
culture: 


0.1 part per million in palm oil. 


2. Part 561, § 561.253, is amended by 
adding the new paragraph (f) at the 
end of the section to read as follows: 


§ 561.253 Glyphosate. 


* * * * * 


(f) Tolerances are established for 
combined residues of the herbicide 
glyphosate (N-(phosphonomethy]l)- 
glycine) and its metabolite 
aminomethylphosphonic acid in the 
following processed feeds when pre- 
sent therein as a result of application 
of this herbicide to growing crops: 


Parts per 
Feed: million 
Citrus pulp, dried 0.4 
Soybean hulls 20 


{FR Doc. 78-33816 Filed 12-4-78; 8:45 am] 
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[6560-01-M] 


ENVIRONMENTAL PROTECTION 
_ AGENCY 


[40 CFR Part 180] 


[FRL 1018-7; PP 6E1809/P98) 


TOLERANCES AND EXEMPTIONS FROM TOLER- 
ANCES FOR PESTICIDE CHEMICALS IN OR 
ON RAW AGRICULTURAL COMMODITIES 


Proposed Tolerance for the Pesticide Chemical 
Glyphosate 


AGENCY: Office of Pesticide Pro- 
grams, Environmental Protection 
Agency (EPA). 


ACTION: Proposed rule. 


SUMMARY: This notice proposes that 
a tolerance be established for residues 
of the herbicide glyphosate on coffee 
beans. The proposal was submitted by 
Monsanto Co. This amendment would 
establish a maximum permissible level 
for residues of glyphosate on coffee 
beans. 


DATE: Comments must be received on 
or before January 4, 1979. 


ADDRESS COMMENTS TO: Federal 
Register Section, Program Support Di- 
vision (TS-757), Office of Pesticide 
Programs, EPA, Rm. 401, East Tower, 
401 M Street, SW, Washington, D.C. 
20460. 


FOR FURTHER 
CONTACT: 


Mr. Robert Taylor, Product Man- 
ager (PM) 25, Registration Division 
(TS-767), Office of Pesticide Pro- 
grams, EPA (202/755-7013). 


SUPPLEMENTARY INFORMATION: 
Monsanto Agricultural Products Co., 
800 N. Lindbergh Blvd., St. Louis, MO 
63166, has submitted a pesticide peti- 
tion (PP 6E1809) to the EPA. This pe- 
tition requests that the Administrator 
propose that 40 CFR 180.364 be 
amended by the establishment of a 
tolerance for combined residues of the 
herbicide glyphosate (N- 
(phosphonomethylglycine) and _ its 
metabolite aminomethylphosphonic 
acid in or on the raw agricultural com- 
modity coffee beans at 1 part per mil- 
lion. 

The data submitted in the petition 
and other relevant material have been 
evaluated. The toxicological data con- 
sidered in support of the proposed tol- 
erance included a rabbit acute oral 
toxicity study with a lethal dose (LD,.) 
of 3.8 grams (g)/kilogram (kg) of body 
weight (bw), a 90-day rat feeding study 
with a no-observable-effect level 
(NOEL) of 2,000 ppm, a 90-day dog 
feeding study with an NOEL of 2,000 
ppm, two rabbit teratology studies 
with an NOEL of 30 milligrams (mg)/ 
kg bw/day, a two-year dog feeding 
study with an NOEL of 300 ppm, a 


INFORMATION 


PROPOSED RULES 


three-generation rat reproduction 
study with an NOEL of 300 ppm, an 
18-month mouse feeding study with no 
carcinogenic potential at 300 ppm 
(highest level fed), a two-year rat feed- 
ing study with an NOEL of 100 ppm, a 
hen neurotoxicity study (negative at 
7.5 g/kg bw), a mouse dominant lethal 
study (negative at 10 mg/kg bw), a 
host-mediated mutagenicity assay 
(negative), an Ames test (negative), 
and a Rec-assay mutagenicity test 
(negative). 

Desirable studies that are lacking or 
to be repeated are teratology studies, 
an 18-month mouse _ oncogenicity 
study, an oncogenicity study in a 
second mammalian species, the domi- 
nant lethal mouse study, the Ames 
test, and the Rec-assay mutagenicity 
test. The teratology studies on hand 
together with the reproduciton study 
showed glyphosate has a low potential 
for showing adverse effects on repro- 
duction. The lifetime rat and mouse 
studies provide adequate assurance 
that glyphosate has a relatively low 
oncogenic potential. In a letter of 
August 29, 1978, the petitioner agreed 
to perform the above studies and to 
remove the proposed uses from the 
label should the results of the above 
studies exceed the risk criteria for 
chronic toxicity as stated in 40 CFR 
162.11. 

Tolerances have previously been es- 
tablished for residues of glyphosate on 
grain crops at 0.1 ppm and soybeans at 
0.2 ppm for a theoretical maximal resi- 
due contribution (TMRC) of 0.0234 
mg/day in a 1.5-kg diet compared with 
a maximal permissible intake (MPI) of 
3 mg/day for a 60-kg man, or 0.78 per- 
cent of the MPI, which is based on an 
acceptable daily intake (ADI) of 0.05 
mg/kg bw/day. The tolerance of 1 
ppm on coffee beans contributes an 
additional 0.011 mg/day/1.5-kg. diet, or 
0.37 percent, for a total of 1.15 percent 
of the MPI. Should all the tolerances 
for glyphosate currently pending be 
established, the TMRC will be only 
7.02 percent of the MPI. 

Tolerances have also been estab- 
lished on forage grasses and soybeans 
at 0.2 ppm (negligible residues) and 
soybean forage and hay at 0.4 ppm. 
Food additive tolerances (21 CFR 
193.235) in connection with experi- 
mental programs have previously been 
established for residues of glyphosate 
in potable water and sugarcane molas- 
ses at 0.1 ppm. A feed additive toler- 
ance has also previously been estab- 
lished for residues of glyphosate in 
Sugarcane molasses at 2 ppm in con- 
nection with an experimental pro- 
gram. 

A regulatory action was pending 
against glyphosate based on its con- 
tamination with N-nitrosoglyphosate, 
but this was resolved because no resi- 
dues of the contaminant at detectable 
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levels are present in raw agricultural 
commodities, nor does it pose a hazard 
to the applicator. The metabolism of 
glyphosate is adequately understood, 
an adequate analytical method (gas 
chromatography using a phosphorus- 
specific flame photometric detector) is 
available for enforcement purposes, 
and no other considerations are in- 
volved in establishing the proposed 
tolerance. There is no reasonable ex- 
pectation of finite of residues in eggs, 
meat, milk, or poultry as delineated in 
40 CFR 180.6(a)(3) from the use on 
green coffee beans. 

The pesticide is considered useful 
for the purpose for which a tolerance 
is being sought, and it is concluded 
that the tolerance of 1 ppm on coffee 
beans established by amending 40 
CFR 180.364 will protect the public 
health. It is proposed, therefore, that 
the tolerance be established as set 
forth below. 

Any person who has registered or 
submitted an application for the regis- 
tration of a pesticide, under the Feder- 
al Insecticide, Fungicide, and Rodenti- 
cide Act, which contains any of the in- 
gredients listed herein, may request on 
or before January 4, 1979, that this 
rulemaking proposal be referred to an 
advisory committee in accordance with 
section 408(e) of the Federal Food, 
Drug, and Cosmetic Act. 

Interested persons are invited to 
submit written comments on the pro- 
posed regulation. The comments must 
bear a notation indicating both the 
subject and the petition/document 
control number, “PP 6E1809/P98”. All 
written comments filed in response to 
this notice of proposed rulemaking 
will be available for public inspection 
in the office of the Federal Register 
Section from 8:30 a.m. to 4 p.m. 
Monday through Friday. 


Dated: November 28, 1978. 


Dovuc.as D. CAMPT, 
Acting Director, 
Registration Division. 


(Sec. 408(e), Federal Food, Drug, and Cos- 
metic Act (21 U.S.C. 346a(e))). 


It is proposed that Part 180, Subpart 
C, § 180.364 be amended by alphabeti- 
cally inserting coffee beans at 1 ppm 
in the table to read as follows: 


§ 180.364 Glyphosate; tolerances for resi- 
dues. 


* * * 
Commodity: Parts per million 


* s “ 


Coffee beans 





x * * a + 


{FR Doc. 78-33813 Filed 12-4-78; 8:45 am] 
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[6569-01-M] 
[40 CFR Part 180] 


{FRL 1019-1; PP 6F1758/P97] 


TOLERANCES AND EXEMPTIONS FROM TOLER- 
ANCES FOR PESTICIDE CHEMICALS IN OR 
ON RAW AGRICULTURAL COMMODITIES 


Proposed Tolerances for the Pesticide Chemical 
Glyphosate 


AGENCY: Office of Pesticide Pro- 
grams, Environmental Protection 
Agency (EPA). 


ACTION: Proposed rule. 


SUMMARY: This notice proposes that 
a tolerance be established for residues 
of the herbicide glyphosate on sugar- 
cane. The proposal was submitted by 
Monsanto Co. This amendment would 
establish a maximum permissible level 
for residues of glyphosate on sugar- 
cane. 


DATE: Comments must be received on 
or before January 4, 1979. 


ADDRESS COMMENTS TO: Federal 
Register Section, Program Support Di- 
vision (TS-757), Office of Pesticide 
Programs, EPA, Room 401, East 
Tower, 401 M Street, SW., Washing- 
ton, D.C. 20460. 


FOR FURTHER 
CONTACT: 


Mr. Robert Taylor, Product Man- 
ager (PM) 25, Registration Division 
(TS-767), Office of Pesticide Pro- 
grams, Environmental Protection 
Agency (202-755-7013). 


SUPPLEMENTARY INFORMATION: 
On April 8, 1976, a notice was given (41 
FR 14924) that Monsanto Agricultural 
Products Co., 800 N. Lindbergh Blvd., 
St. Louis, Mo. 63166, has filed a peti- 
tion (PP 6F1758) with the EPA. This 
petition proposed to amend 40 CFR 
180.364 by establishing a tolerance for 
combined residues of the herbicide 
glyphosate (N(phosphonomethy]l) gly- 
cine) and its metabolite 
aminomethylphosphonic acid in or on 
the raw agricultural commodity sugar- 
cane at 0.05 part per million (ppm). 

Subsequently, the petitioner amend- 
ed the petition by increasing the pro- 
posed tolerance from 0.05 ppm to 0.1 
ppm. (A related document establishing 
a food additive tolerance for residues 
of glyphosate in sugarcane molasses 
appears elsewhere in today’s FEDERAL 
REGISTER). No comments were received 
in response to this notice of filing. Be- 
cause of the potential exposure to 
humans to glyphosate residues, the 
tolerance is being proposed at this 
time to provide an opportunity for 
public comment. 

The data submitted in the petition 
and other relevant material have been 
evaluated. The toxicological data con- 
sidered in support of the proposed tol- 


INFORMATION 


PROPOSED RULES 


erance included a rabbit acute oral 
toxicity study with a lethal dose (LDso) 
of 3.8 grams (g)/kilogram (kg) of body 
weight (bw), a 90-day rat feeding study 
with a no-observable-effect level 
(NOEL) of 2,000 ppm, a 90-day dog 
feeding study with an NOEL of 2,000 
ppm, two rabbit teratology studies 
with an NOEL of 30 milligrams (mg)/ 
kg bw/day, a two-year dog feeding 
study with an NOEL of 300 ppm, a 
three-generation rat reporduction 
study with an NOEL of 300 ppm, an 
18-month mouse feeding study with no 
carcinogenic potential at 300 ppm 
(highest level fed), a two-year rat feed- 
ing study with an NOEL of 100 ppm, a 
hen neurotoxicity study (negative at 
7.5 g/kg bw), a mouse dominant lethal 
study (negative at 10 mg/kg bw), a 
host-mediated mutagenicity assay 
(negative), an Ames test (negative), 
and a Rec-assay mutagenicity test 
(negative). 

Desirable studies that are lacking or 
to be repeated are teratology studies, 
an 18-month mouse _  oncogenicity 
study, an oncogenicity study in a 
second mammalian species, the domi- 
nant lethal mouse study, the Ames 
test, and the Rec-assay mutagenicity 
test. The teratology studies on hand 
together with the reproduction study 
showed glyphosate has a low potential 
for showing adverse effects on repro- 
duction. The lifetime rat and mouse 
studies provide adequate assurance 
that glyphosate has a relatively low 
oncogenic potential. In a letter of 
August 29, 1978, the petitioner agreed 
to perform the above studies and to 
remove the proposed use from the 
label should the results of the above 
studies exceed the risk criteria for 
chronic toxicity as stated in 40 CFR 
162.11. 

Tolerances have previously been es- 
tablished for residues of glyphosate on 
grain crops at 0.1 ppm and soybeans at 
0.2 ppm for a theoretical maximal resi- 
due contribution (TMRC) of 0.0234 
mg/day in a 1.5-kg diet compared with 
a maximal permissible intake (MPI) of 
3 mg/day for a 60-kg man, or 0.78 per- 
cent of the MPI. The 0.1 ppm toler- 
ance on sugarcane contributes about 
an additional 0.005 mg/day/1.5-kg diet 
or approximately 0.18 percent for a 
total of about 0.9 percent of MPI, 
which is based on an acceptable daily 
intake (ADI) of 0.05 mg/kg bw/day. 
Should all the tolerances for glypho- 
sate currently pending be established, 
the TMRC will only be 7.02 percent of 
the MPI. 

Tolerances have also been estab- 
lished on forage grasses and soybeans 
at 0.2 ppm (negligible residues) and 
soybeans forage and hay at 0.4 ppm. 
Food additive tolerances (21 CFR 
193.235) in connection with experi- 
mental programs have been previously 
established for residues of glyphosate 


in potable water and sugarcane molas- 
ses at 0.1 ppm. A feed additive toler- 
ance (21 CFR 561.253) has also been 
previously established for residues of 
glyphosate in sugarcane molasses at 2 
ppm in connection with an experimen- 
tal program. 

A regulatory action was pending 
against glyphosate based on its con- 
tamination with n-nitrosoglyphosate, 
but this was resolved because no resi- 
dues of the contaminant at detectable 
levels are present in the raw agricul- 
tural commodities, nor does it pose a 
hazard to the applicator. The metabo- 
lism of glyphosate is adequately un- 
derstood, an adequate analytical 
method (gas chromatography using a 
phosphorus-specific flame photomet- 
ric detector) is available for enforce- 
ment purposes, and no other consider- 
ations are involved in establishing the 
proposed tolerance. 

The tolerance of 0.1 ppm in liver and 
kidney of cattle, goats, hogs, horses, 
poultry, and sheep established by an- 
other rule in today’s FEDERAL REGISTER 
is adequate to cover residues in these 
tissues from the use on sugarcane as 
delineated in 40 CFR 180.6(a)(2). 
There is no reasonable expectation of 
residues in other meat products, eggs, 
or milk from the proposed use as de- 
lineated in 40 CFR 180.6(a)(3). The 
pesticide is considered useful for the 
purpose for which a tolerance is 
sought, and it is concluded that the 
tolerance established on sugarcane at 
0.1 ppm by amending 40 CFR 180.364 
will protect the public health. It is 
proposed, therefore, that the toler- 
ance be established as set forth below. 

Any person who has registered or 
submitted an application for the regis- 
tration of a pesticide, under the Feder- 
al Insecticide, Fungicide, and Rodenti- 
cide Act, which contains any of the in- 
gredients listed herein, may request on 
or before January 4, 1979, that this 
rulemaking proposal be referred to an 
advisory committee in accordance with 
section 408(e) of the Federal Food, 
Drug, and Cosmetic Act. 

Interested persons are invited to 
submit written comments on the pro- 
posed regulation. The comments must 
bear a notation indicating both the 
subject and the petition/document 
control number, “PP 6F1758/P97.” All 
written comments filed in response to 
this notice of proposed rulemaking 
will be available for public inspection 
in the office of the Federal Register 
Section from 8:30 am. to 4 p.m. 
Monday through Friday. 


(Sec. 408(e), Federal Food, Drug, and Cos- 
metic Act (21 U.S.C. 346a(3)).) 
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Dated: November 28, 1978. 


Dovuctas D. CampPT, 
Acting Director, 
Registration Division. 
It is proposed that Part 180, Subpart 
C, § 180.364 be amended by alphabeti- 
cally inserting sugarcane at 0.1 ppm at 
the end of the table to read as follows: 


§ 180.364 Glyphosate; tolerances for resi- 
dues. 


* a 
Parts per million 


Sugarcane 0.1 
[FR Doc. 78-33815 Filed 12-4-78; 8:45 am] 








[6560-01-M] 


DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 


Food and Drug Administration 
[21 CFR Parts 193 and 561] 


{[FRL 1018-8; FAP 6H5126/P12] 


TOLERANCES FOR PESTICIDES IN ANIMAL 
FEEDS AND FOOD ADMINISTERED BY THE 
ENVIRONMENTAL PROTECTION AGENCY 


Proposed Food and Feed Additive Tolerances 
for Glyphosate 


AGENCY: Office of Pesticide Pro- 
grams, Environmental Protection 
Agency (EPA). 


ACTION: Proposed rule. 


SUMMARY: This notice proposes that 
a tolerance be established for residues 
of the herbicide glyphosate in sugar- 
cane molasses. The proposal was sub- 
mitted by Monsanto Co. This amend- 
ment would establish a maximum per- 
missible level for residues of glypho- 
sate in sugarcane molasses. 


DATE: Comments must be received on 
or before January 4, 1979. 


ADDRESS COMMENTS TO: Federal 
Register Section, Program Support Di- 
vision (TS-757), Office of Pesticide 
Programs, EPA. Rm. 401, East Tower, 
401 M Street, SW, Washington DC 
20460. 


FOR FURTHER 
CONTACT: 


Mr. Robert Taylor, Product Man- 
ager (PM) 25, Registration Division 
(TS-767), Office of Pesticide Pro- 
grams, EPA, (202/755-7013). 


SUPPLEMENTARY INFORMATION: 
On April 8, 1976, the EPA published in 
the FEDERAL REGISTER (41 FR 14924) a 
notice that Monsanto Agricultural 
Products Co., 800 Lindbergh Blvd., St. 
Louis, MO 63116, had submitted a pe- 
tition (FAP 6H5126). This petition 
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proposed that 21 CFR 193.235 and 
561.253 be amended by the establish- 
ment of a regulation permitting resi- 
dues of the herbicide glyphosate (N- 
(phosphonomethylglycine) and _ its 
metabolite aminomethlyphosphonic 
acid in or on sugarcane molasses re- 
sulting from the application of the 
herbicide to growing sugarcane with a 
tolerance limitation of 0.5 part per 
million (ppm). No comments were re- 
ceived in response to this notice. Sub- 
sequently, the petitioner amended the 
petition by increasing the proposed 
tolerance from 0.5 ppm to 2 ppm. Be- 
cause of the potential increase in ex- 
posure of humans to glyphosate resi- 
dues, the tolerance is being proposed 
at this time to provide for public com- 
ment. (A related document establish- 
ing a tolerance for residues of glypho- 
sate on sugarcane appears elsewhere 
in today’s FEDERAL REGISTER.) 

The data submitted in the petition 
and other relevant material have been 
evaluated. The toxicological data con- 
sidered in support of the proposed tol- 
erance included a rabbit acute oral 
toxicity study with a lethal dose (LDs.) 
of 3.8 grams (g)/kilogram (kg) of body 
weight (bw), a 90-day rat feeding study 
with a no-observable-effect level 
(NOEL) of 2,000 ppm, a 90-day dog 
feeding study with an NOEL of 2,000 
ppm, two rabbit teratology studies 
with an NOEL of 30 milligrams (mg)/ 
kg bw/day, a two-year dog feeding 
study with an NOEL of 300 ppm, a 
three-generation rat reproduction 
study with an NOEL of 300 ppm, an 
18-month mouse feeding study with no 
carcinogenic potential at 300 ppm 
Chighest level fed), a two-year rat feed- 
ing study with an NOEL of 100 ppm, a 
hen neurotoxcity study (negative at 
7.5 g/kg bw), a mouse dominant lethal 
study (negative at 10 mg/kg bw), a 
host-mediated mutagenicity assay 
(negative), an Ames test (negative), 
and a Rec-assay mutagenicity test 
(negative). 

Desirable studies that are lacking or 
to be repeated are teratology studies, 
an 18-month mouse _ oncogenicity 
study, an oncogenicity study in a 
second mammalian species, the domi- 
nant lethal mouse study, the Ames 
test, and the Rec-assay mutagenicity 
test. The teratology studies on hand 
together with the reproduction study 
showed glyphosate has a low potential 
for showing adverse effects on repro- 
duction. The lifetime rat and mouse 
studies provide adequate assurance 
that glyphosate has a relatively low 
oncogenic potential. In a letter of 
August 29, 1978, the petitioner agreed 
to perform the above studies and to 
remove the proposed uses from the 
label should the results of the above 
studies exceed the risk criteria for 
— toxicity as stated in 40 CFR 

62.11. 
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Tolerances have previously been es- 
tablished for residues of glyphosate on 
grain crops at 0.1 ppm and soybeans at 
0.2 ppm for a theoretical maximal resi- 
due contribution (TMRC) of 0.0234 
mg/day in a 1.5-kg diet compared with 
a maximal permissible intake (MPI) of 
3 mg/day for a 60-kg man, or 0.78 per- 
cent of the MPI, which is based on an 
acceptable daily intake (ADI) of 0.05 
mg/kg bw/day. The establishment of 
the 2 ppm tolerance in sugarcane mo- 
lasses will add about 0.0009 mg/day to 
the average human diet for a TMRC 
of 0.2105 mg/day, which is 7.02 per- 
cent of the ADI. 

Tolerances have also been estab- 
lished on forage grasses and soybeans 
at 0.2 ppm (negligible residues) and 
soybean forage and hay at 0.4 ppm. 
Food additive tolerances (21 CFR 
193.235) in connection with experi- 
mental programs have previously been 
established for residues of glyphosate 
in potable water and sugarcane molas- 
ses at 0.1 ppm. A feed additive toler- 
ance (21 CFR 561.253) has also been 
previously established for residues of 
glyphosate in sugarcane at 2 ppm in 
connection with an experimental pro- 
gram. 

A regulatory action was pending 
against glyphosate based on its con- 
tamination with N-nitrosoglyphosate, 
but this was resolved because no resi- 
dues of the contaminant at detectable 
levels are present in raw agricultural 
commodities, nor does it pose a hazard 
to the applicator. The metabolism of 
glyphosate is adequately understood, 
and adequate analytical method (gas 
chromatography using a phosphorus- 
specific flame photometric detector) is 
available for enforcement purposes, 
and no other considerations are in- 
volved in establishing the proposed 
tolerance. Thus, it is concluded that 
the pesticide may be safely used in the 
prescribed manner when such use is in 
accordance with the label and labeling 
registered pursuant to the Federal In- 
secticide, Fungicide, and Rodenticide 
Act, as amended in 1972, 1975, and 
1978 (92 Stat. 819; 7 U.S.C. 136). 

The tolerance of 0.1 ppm in liver and 
kidney of cattle, goats, hogs, horses, 
poultry, and sheep established by an- 
other rule in today’s FEDERAL REGISTER 
is adequate to cover residues in these 
tissues from the use in sugarcane mo- 
lasses as delineated in 40 CFR 
180.6(a)(2). there is no reasonable ex- 
pectation of residues in other meat 
products, eggs, or milk as delineated in 
40 CFR 180.6(a)(3). The pesticide is 
considered useful for the purpose for 
which a tolerance is sought. It is pro- 
posed, therefore, that the tolerance be 
established as set forth below. 

Any person who has registered or 
submitted an application for the regis- 
tration of a pesticide, under the Feder- 
al Insecticide, Fungicide, and Rodenti- 
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cide Act, which contains any of the in- 
gredients listed herein, may request on 
or before January 4, 1979, that this 
rulemaking proposal be referred to an 
advisory committee in accordance with 
section 408(e) of the Federal Food, 
Drug, and Cosmetic Act. 

Interested persons are invited to 
submit written comments on the pro- 
posed regulation. The comments must 
bear a notation indicating both the 
subject and the petition/document 
control number, ‘“P6H5126/P12”. All 
written comments filed in response to 
this notice of proposed rulemaking 
will be available for public inspection 
in the office of the Federal Register 
Section from 8:30 to 4 p.m. Monday 
through Friday. 


Dated: November 28, 1978. 


Dovuetas D. CampT, 
Acting Director, 
Registration Division. 
(Sec. 409, Federal Food, Drug, and Cosmetic 
Act (21 U.S.C. 348).) 


It is proposed that Part 193 and Part 
561 be amended as follows: 

1. part 193, Subpart A, § 193.235 is 
amended by revising paragraph (e) to 
read as follows: 


§ 193.235 Glyphosate. 


s ~ . 


(e) Tolerances are established for 
combined residues of the herbicide 
glyphosate (N-(Phosphonomethy]l) 
glycine) and its metabolite 
aminomethylphosphonic acid in the 
following processed foods when pre- 
sent therein as a result of application 
of the herbicide in palm tree culture 
and to growing sugarcane: 


2 parts per million in sugarcane molasses. 
0.1 part per million in palm oil. 


2. part 561, § 561.253, is amended by 
revising paragraph (f) to read as fol- 
lows: 


§ 561.253 Glyphosate. 


z * = * * 


‘(f) Tolerances are established for 
combined residues of the herbicide 
glyphosate (N-phosphonomethy]l) gly- 
cine) and its metabolite 
aminomethylphosphonic acid in or on 
the following processed feeds when 
present therein as a result of applica- 
tion of this herbicide to growing crops: 


Feed: parts per million 
Citrus pulp, dried 0.4 
Soybean hulls 
Sugarcane molasses 








{FR Doc. 78-33814 Filed 12-4-78; 8:45] 
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